FDA should utlhze the addmonal funds recelved in ﬁscal year 2000 mentloned in the May h
5, 2000 request for comments in several areas. One area where FDA should consider devoting
: addmonal resources is to expedite the process of dlssemmatmg information on cumu]atlve i
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possible for the notifier to determine an appropriate CEDI for the material including the notified

use. Establishing an appropriate CEDI is critical, as this level determines the amount and nature of
the data required to establish safety. In fact, it is possible the CEDI with the requested use would be
high enough to necessitate the filing of a FAP. Knowmg this in advance of submrttmg the FCN

would save both mdustry and Agency Tesources.

'Smnlarly' the ADI for a grven matenal 1s of cntlcal 1mportance to the party subnnttmg a

pin irough a notice
pubhshed in the Federal Regrster, for those materials not covered by the exclusmns APC requests
that the Agency devote the resources necessary to expedlte thrs process, as the Agency has indicated
that msufﬁ' i g an FCN Food

n to proceed with

PC. commends the Agency for i
\Mlcrosoﬁ ‘Word or WordPerfect as

i i Prudlt vir
in a word processing - format, such as

providing the

- well as PDF format APC further suggests the Agency contlhue its efforts towards the

~ establishment of an all-electromc submission for food contact notlﬁcatlons, and Tepeats 1ts oﬁ‘er of "
partrcrpatmg in a pilot test ‘of any proposed € n c'ﬁhng system. Ny

' Another area where FDA could devote some of the additional resources avallable is to
increase the pace and level of training for Agency staff worklng on the FCN program 'APC notes
‘that the 1mt1a1 round of training for Agency staff working on the FCN program was quite successful,
with th' se perso trating an extensive knowledge of the process and procedures tobe
utrhzedfor the FCN system As the FCN system becomes more established, and more utilized, the
i pace of these submrssrons is hkely to mcrease To date, after six months of accepting FCNs and




* almost 9 months of the system bemg effective, FDA has received less than 100 FCNG. &Whlle it may
take some tlme for the pace of subrmssmn to reach the level th' ,Agency predlcts proposed rule

becomes more familiar w1th the program As FDA recelves,
addltlonal staﬁ'ing to process the notlﬁcatlons Wlthln the 120 ¢

1mproV1ng its review of food conta

administrative guidance document,
cormmtment to establishing ¢ an efﬁcxent and productlve system APC offers th se
 fi
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